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DETAILED ACTION 

This Office Action is in response to the Request for Continued Examination filed 
October 27, 2008. All previous rejections have been withdrawn unless stated below. 

The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

Claims 

Claim Rejections - 35 USC § 112 - Indefiniteness (New Rejection) 

The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 17, 18 and 22 are rejected under 35 U.S.C. 112, second paragraph, as 
being indefinite for failing to particularly point out and distinctly claim the subject matter 
which applicant regards as the invention. 

1) Claim 22 recites the limitation "less than about." The term "less than" 
delineates only numerical values more than the recited value where the term "about" 
may be less than or more than the recited value. Because of the conflict of terms, it is 
unclear which term is limiting. See also MPEP 2173.05(b) (citing Amqen v. Chuqai , 18 
USPQ2d 1016 (Fed. Cir. 1991), in which the phrase "at least about" was held indefinite). 
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2) Claims 17 and 18 recite the phrases "substantially coextensive" and 
"substantially water impermeable" respectively. The claims are indefinite insofar as it 
cannot be determined from the instant disclosure or instant claims the degree of 
coextension or water impermeability is encompassed by the term "substantially". 

Claim Rejections - 35 USC § 103 - Obviousness (New Rejection) 

1) Claims 1-3, 5-8, 11-12, 17-23 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Godbey et al (US 2002/0187181) in view of Chang et al. (US 
2003/0194382) and Sagel et al. (US 5,891,453). 

Godbey et al. disclose delivery systems comprising a water-soluble polymeric 
carrier, an adhesive, one or more active agents and a support layer. The active agent 
includes whitening agents such as hydrogen peroxide (paragraph 0051) and may be 
incorporated into either one or both of the carrier and the adhesive compositions 
(paragraph 0008). The polymers that may be used as carriers include cold water- 
soluble polymers such as polyvinyl alcohol, which is the one of the preferred polymers, 
polyoxyalkylenes, and mixtures thereof. The advantage of using polymers of polyvinyl 
alcohols to prepare the carrier film is that the film may, as a result of its low oxygen 
permeability, provide protection to oxygen sensitive materials (paragraph 0025). The 
polyvinyl alcohol used in the examples was 87% hydrolyzed, encompassing claim 7, 
and may comprise 30 to 35% of the compositions. Plasticizers that may be used include 
polyethylene glycol, water and mixtures and comprise from 1 to 50% of the carrier. 
Plasticizers are used to form films with reduced brittleness. The carriers are cast into 
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films (paragraph 0025) encompassing claim 23. The adhesive compositions also 
include cold water-soluble polymers, such as poly(ethylene oxide) (paragraph 0036), 
and the polymers may be an uncross-l inked polymer or mixture of polymers with an 
overall number average molecular weight between 10,000 and 100,000 Daltons. Such 
polymers provide a good balance of cohesive strength and water-solubility. The 
adhesive polymer comprises about 10 to about 60 weight percent of the adhesive 
composition, encompassing claim 2. Plasticizers comprise up to 80% of the adhesive 
compositions. The amount of water used in the adhesive compositions comprises up to 
60% of the adhesive (paragraph 0041 ). It can be concluded that up to 60% water and 
amount of plasticizer is in the final product and not just the initial mixture because the 
components were disclosed as being in the compositions and not only being indicated 
as being used to make the compositions. The devices are 75 micrometers thick 
(paragraph 0068). The reference differs from the instant claims insofar as it does not 
disclose a layer comprising a combination of polyvinyl alcohol and polyethylene oxide or 
that teeth whitening devices were packaged. 

Chang et al. disclose whitening patches comprising hydrogen peroxide. The 
compositions comprise polymers such as polyethylene oxide and polyvinyl alcohol 
(paragraph 0037). Polyethylene oxide has good compatibility with peroxide (paragraph 
0041). The patches also comprise a backing layer (see Abstract). The reference differs 
from the instant claims insofar as it does not disclose the patches comprise water or are 
in a package. 
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Sagel et al. disclose systems for delivering whitening substances. The systems 
comprise strips coated with a whitening composition or substance. The compositions 
comprise whitening agents such as hydrogen peroxide and the amount of whitening 
agent in the compositions ranges from 0.01% to about 40% by weight of the substance. 
Water is also included in the compositions and comprises 0.1% to 95% by weight of the 
substance. The amount of substance applied on the strip is less than 0.2 grams/cm 2 
(200 mm/cm 2 ). The amount of substance applied to the strip of material or teeth will 
depend upon the size and capacity of the piece of material, concentration of the active, 
and the desired benefit (col. 7, lines 47-56). The strip of material may comprise 
materials such as polymers, natural and synthetic wovens, non-wovens, foil, paper, 
rubber, and combinations thereof. This is interpreted to encompass the recitation of 
holes in claims 20 and 21 . Strips with holes also are interpreted to encompass 
discontinuous backing layers. The strip is less than 1 mm thick (col. 5, lines 58-65). The 
strip is covered with a release liner (col. 9, lines 56-65). The mention of the release liner 
leads one to believe the strips are packaged products, therefore encompassing the 
instant claims. 

The reference differs from the instant claims insofar as it does not disclose a 
mixture of polyvinyl alcohol and polyethylene oxide as a gelling agent to use with the 
whitening agent. 

It would have been obvious to one of ordinary skill in the art to have used 
polyethylene oxide as the polyoxyalkylene used in the carriers of Godby et al. motivated 
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by the desire to use a polymer that has good stability with peroxide as disclosed by 
Chang et al. 

It would also have been obvious to one of ordinary skill in the art to have 
packaged the compositions of Godby et al. and Chang et al. motivated by the desire to 
protect the delivery systems, as disclosed by the Sagel et al. 



2) Claims 9-10 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Godbey et al (US 2002/0187181) in view of Chang et al. (US 2003/0194382) and Sagel 
et al. (US 5,891 ,453) in further view of Xu et al. (US 2002/01 871 1 1 ). 

The primary and secondary references, Godbey et al., Sagel et al. and Chang et 
al., are discussed above. The references differ from the instant claims insofar as they 
do not disclose the molecular weights of the polyethylene oxide polymers that may be 
used in the whitening compositions. 

Xu et al. teach whitening strips comprising polyethylene oxide. The whitening 
agents include hydrogen peroxide (paragraph 001 1). The ethylene oxide polymer 
comprises 50 to 95% of the composition (paragraph 0012). The polymer is hydratable 
and varying the properties of the polymer can control the release of the whitening agent. 
Varying film thickness and using a mixture of different molecular weight polyethylene 
oxide polymers (1 00,000 -1 ,500,000 Daltons) varies the properties of the films 
(paragraph 0008-0010). Mixtures of polymers with different molecular weights are also 
disclosed by the primary reference. The strips are packaged in a suitable container 
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(paragraph 0022). The reference differs from the instant claims insofar as it does not 
disclose a second polymer such as polyvinyl alcohol. 

It would have been obvious to one of ordinary skill in the art to have used the 
polyethylene oxides of different molecular weights and mixtures as the polyoxyalkylenes 
in the compositions of Godbey et al., Sagel et al. and Chang et al., motivated by the 
desire to make a whitening composition that provides a good balance of cohesive 
strength, is hydratable and has the desired rate of release of a whitening agent, as 
disclosed by Xu et al. 

Obvious-Type Double Patenting (Previous Rejection) 

Claims 1-12, 17, 18 and 23 were provisionally rejected on the ground of 
nonstatutory obviousness-type double patenting as being unpatentable over claims 1-12 
of copending Application No. 10/936,756. The rejection is maintained. 

Applicant does not appear to address the rejection therefore the rejection is 
maintained. 



Claims 1-3, 5-12 and 17-23 are rejected. 
No claims allowed. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to LEZAH W. ROBERTS whose telephone number is 
(571 )272-1 071 . The examiner can normally be reached on 8:30 - 5:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Frederick F. Krass can be reached on 571-272-0580. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Lezah W Roberts/ 
Examiner, Art Unit 1612 



/Frederick Krass/ 

Supervisory Patent Examiner, Art Unit 1612 



